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what  is  a  generic  drug?  University  of  Massachusetts 

When  a  new  drug  product  is  developed,  it  is  always  assigned  achemical  name.  The  original  manufacturer,  known  as  the 
"innovator,"  usually  gives  the  drug  a  "brand  name"  in  order  to  advertise  and  sell  the  drug  more  effectively.  Such  prod- 
ucts are  referred  to  as  brand-name  drugs. 

After  the  innovator's  patent  rights  expire,  other  companies  may  manufacture  and  sell  the  product.  Some  firms  market 
the  drug  using  its  chemical  name,  and  their  products  are  referred  to  as  generic  drugs.  Other  firms  assign  their  own 
"brand  name"  to  the  drug,  and  their  products  are  referred  to  as  branded  generics.  In  this  fact  sheet,  we  refer  to  both 
generic  drugs  and  branded  generics  as  generic  products. 

What  is  the  advantage  of  using  generic  products? 

Generic  products  can  save  you  money.  Cost  comparisons  conducted  over  the  past  few  years  indicate  that  using  a 
generic  product  can  save  you  up  to  60%  of  the  cost  of  the  brand-name  drug.  This  means  that  if  your  usual  prescription 
using  a  brand-name  drug  has  been  costing  you  $1 0,  the  same  prescription  filled  with  an  interchangeable  generic  prod- 
uct could  cost  as  little  as  $4. 


As  with  any  product,  savings  depend  on  the  sellers'  pricing  policies.  Although  wholesale  price  differences  between 
generic  and  brand-name  drugs  are  significant,  retail  mark-ups  may  reduce  these  savings.  Pharmacies  may  be  able  to 
provide  price  quotations  to  help  you  determine  where  less  expensive  generic  products  are  available. 


Do  generic  products  really  work  as  well  as  brand-name  drugs? 


Both  the  original  brand-name  drug  and  all  equivalent  generic  products  must  be  manufactured  acccording  to  the  federal 
Food  and  Drug  Administration's  (FDA)  stringent  requirements.  The  manufacturer  of  a  generic  product  must  submit  to 
FDA  evidence  that  the  product: 

•  meets  the  same  standards  for  stability,  purity,  strength  and  quality; 

•  includes  the  same  claims,  warnings  and  other  information  on  its  label  and  package  insert;  and 

•  has  the  same  therapeutic  effect. 


Do  generic  products  look  the  same  as  their  brand-name  equivalents? 


A  generic  product  may  be  a  different  color,  shape,  or  size  than  the  equivalent  brand  name  product.  These  differences  do 
not  influence  the  product's  effectiveness. 


How  are  generic  products  regulated  in  Massachusetts? 


The  Interchangeable  Drug  Law,  commonly  called  the  Generic  Drug  Law,  was  enacted  in  1 976  and  amended  in  1 985  to 
promote  and  regulate  the  use  of  generic  drug  products  in  Massachusetts.  The  law  describes  the  options  available  in 
writing  and  filling  prescriptions  and  establishes  a  Drug  Formulary  Commission  to  determine  which  drug  products  may 
be  safely  interchanged  (substituted  for  one  another).  These  products  are  listed  in  the  Massachusetts  List  of 
Interchangeable  Drugs  (MLID). 


How  do  the  prescription  options  in  the  law  work? 

The  Interchangeable  Drug  Law  gives  your  physician  three  choices  when  writing  a  prescription.  The  way  s/he  writes  the 
prescription  determines  what  product  will  be  dispensed  at  the  pharmacy. 

•  If  your  physician  prescribes  a  brand-name  drug,  and  writes  the  words  "no  substitution"  in  his/her  own  handwriting, 
the  brand-name  product  must  be  dispensed  at  the  pharmacy. 

•  If  your  physician  prescribes  a  brand-name  drug  but  does  not  write  "no  substitution,"  s/he  is  authorizing  an 
interchange.  The  pharmacist  must  dispense  a  less  expensive  generic  product  listed  in  the  MLID. 

•  If  your  physician  writes  the  generic  name  when  prescribing  your  medicine,  the  pharmacist  may  dispense  either  a 
brand-name  or  a  generic  product,  whether  or  not  it  appears  in  the  MLID. 

How  does  a  drug  get  listed  in  the  MLID? 

The  Drug  Formulary  Commission,  composed  of  seven  health  care  professionals  and  two  consumer  representatives, 
determines  which  drug  products  should  be  listed  as  interchangeable  in  the  MLID.  Of  the  many  factors  considered  by 
the  Commission,  safety  and  effectiveness  are  paramount.  The  Commission  determines  that  the  generic  and  brand- 
name  products  contain  the  same  active  ingredients  and  are  identical  in  strength  and  form  (pharmaceutical 
equivalence).  It  reviews  evidence  to  determine  that  the  products  are  absorbed  by  the  body  at  a  comparable  rate  and 
have  the  same  effect  on  the  body  (bioequivalence).  Products  that  meet  both  of  these  standards  are  considered 
therapeutically  equivalent.  Based  on  these  and  other  factors,  the  Commission  lists  only  products  which  are  safely 
interchangeable  in  the  MLID. 

How  does  my  pharmacist  know  which  generic  product  to  dispense? 

Your  pharmacist  refers  to  the  MLID  to  see  which  products  are  approved  for  interchange  with  the  brand-name  drug  your 
doctor  prescribed.  This  assures  that  the  product  dispensed  is  safely  interchangeable.  According  to  the  Interchange- 
able Drug  Law,  the  interchanged  product  must  also  cost  less  than  the  brand-name  product  prescribed. 

What  if  I  prefer  either  a  specific  brand-name  or  a  generic  product? 

If  you  have  a  preference,  discuss  it  with  your  physician  when  s/he  writes  your  prescription.  Once  a  prescription  has 
been  written,  the  pharmacist  must  dispense  a  product  according  to  the  prescriber's  instructions. 

What  if  I  have  a  complaint  about  how  my  prescription  was  filled? 

You  should  contact  the  Board  of  Registration  in  Pharmacy,  1 00  Cambridge  Street,  Boston,  MA  02202  (telephone  (61 7) 
727-7390). 

Can  I  get  a  copy  of  the  MLID? 

Copies  of  the  MLID  are  available  from  the  State  House  Bookstore,  Room  116,  State  House,  Boston,  MA  02133;  call 
(61 7)  727-2834  for  current  price. 

Where  can  I  get  more  information  on  generic  drugs? 

Massachusetts  Department  of  Public  Health 

Division  of  Food  and  Drugs  (61 7)  727-2670 
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